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The new products differ from the corresponding predicate products in quantity and design features
(Confidential Appendix 2).

4. Alternative to the Proposed Actions

The no-action alternative is FDA does not issue marketing orders for the new tobacco products in the
United States.

5. Potential Environmental Impacts of the Proposed Actions and Alternatives — Manufacturing
the New Products

The Agency considered potential environmental impacts that may be caused by manufacturing the new
products and found no significant impacts. Included in the information the Agency considered were the
projected market volumes for the new products (Confidential Appendix 3).

The applicant stated that the manufacturing facilities are located at several locations outside the United

States (Confidential Appendix 1) and that the manufactures are in compliance with environmental laws
and regulations in their respective countries.

6. Potential Environmental Impacts of the Proposed Actions and Alternatives — Use of the New
Products

The Agency evaluated potential environmental impacts that may be caused by the use of the new
products and found no significant impacts.

6.1. Affected Environment

The affected environment includes human and natural environments in the United States because the
marketing orders would allow for the new products to be sold to consumers in the United States.

6.2. Analysis of Potential Environmental Impacts

The proposed actions were evaluated for potential environmental impacts from use of the new products
based on Agency-gathered information and the applicant’s submitted SE Report.

6.3. Air Quality

The Agency does not anticipate that using the new products would lead to the release of new chemicals
into the air, as compared to other currently marketed roll-your-own (RYO) tobacco products. The
applicant stated the new products differ from the predicate products only in quantity change and design
features

6.4. Environmental Justice

No new emissions are expected due to the use of the new products. Therefore, there would be no new
disproportionate impacts on minority or low-income populations.
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